
Attached is an example of a Phase ll-ll! contract and an Investigator 
Agreement for reference in preparing the draft contract for the main 
TES. We would suggest that two contracts be prepared, one for study 
design/feasibility and one for the actual study. The first contract 
could be prepared and signed rather quickly I would think. 

The following draft timeline was provided in my minutes of Jan's visit 
to Covance on 05/10/01: 

End of 11/01 Power analysis completed to determine no. of subjects, 
visits, biomarkers, etc. 

End of 11/01 Begin site selection 

03/01/02 Protocol milestones finalized 

04/15/02 Draft protocol to PM for review (2-week turn 

around on review) 

05/15/02 Final protocol 

06/16/02 Contract signed (PM and subcontract with 
individual sites) 

06/15/02 Investigator Meeting 

07/15/02 Lead site to start enrollment 

09/15/02 Remaining sites to complete start of enrollment 

Please let me know if you would like me to set up a conference call to 
discuss further, 

Best regards, 

Jill 


Confidentiality Notice; This e-mail transmission 
may contain confidential or legally privileged 
information that is intended only for the individual 
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any disclosure, copying, distribution, or reliance 
upon the contents of this e-mail is strictly prohibited. 
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